ATTORNEY ANGLES
Proposed Rules For Stark, The Federal Anti-Kickback Statute & Civil Money Penalties Law
%\5((6$1%(1.2))(64%HQNRϑ+HDOWK/DZ3//&

On Oct. 9, 2019, the Department
of Health and Human Services
revealed its highly anticipated
proposals to update the Physician
Self-Referral Law (Stark), the
Federal Anti-Kickback Statute
$.6 DQGWKH%HQH¿FLDU\
,QGXFHPHQWV&LYLO0RQH\3HQDOW\
&03 ODZDVSDUWRILWV5HJXODWRU\
6SULQWWR&RRUGLQDWHG&DUH7KH
proposed regulations for Stark
DQGWKH$.6 DQGWKH&03ODZ 
ZHUHLVVXHGE\&HQWHUVIRU
Medicare and Medicaid Services
DQG2ϒFHRI,QVSHFWRU*HQHUDO
(OIG), respectively.1 The proposed
rules are intended to promote,
and remove barriers to, valuebased arrangements and care
coordination, and ease compliance
burdens associated with existing
regulations.2 These proposed rules
are prospective and both agencies
KDYHVWDWHGWKDWXQOHVV¿QDOL]HG
the proposed changes to existing
concepts are not applicable.

Stark Proposed Rule
Overview
The proposed rule for Stark creates
new exceptions for value-based
compensation arrangements,
donations of cybersecurity
technology and related services,
DQGDSK\VLFLDQ¶VUHFHLSWRIOLPLWHG
remuneration for the provision of
items or services. The proposed
rule also revises existing Stark
H[FHSWLRQVDQGGH¿QLWLRQVLQDQ
HϑRUWWRSURYLGHJXLGDQFHDGGUHVV
non-abusive relationships, and
reduce the burden of compliance
ZLWK6WDUNZKLOHEDODQFLQJ&06¶
legitimate program integrity
concerns.3
&06SURSRVHVWKUHHQHZ6WDUN
exceptions for value-based
compensation arrangements
that satisfy certain requirements
GHSHQGLQJRQWKHOHYHORI¿QDQFLDO
risk undertaken by the participating
SDUWLHV  IXOO¿QDQFLDOULVN  
value-based arrangements with
PHDQLQJIXOGRZQVLGH¿QDQFLDOULVN
and (3) value-based arrangements.
These exceptions apply regardless
of whether care is provided to
0HGLFDUHEHQH¿FLDULHVQRQ
Medicare patients, or both, and
WKH\DUHLQWHQGHGWRSURWHFW&06
sponsored models and eliminate
the need for any new waivers of
Section 1877 of the Social Security
Act.4 Several new, highly technical
GH¿QLWLRQVDUHSURSRVHGWRSURYLGH
context to these new exceptions,
which exceptions generally only
apply to protect remuneration paid
under value-based arrangements
between a value-based enterprise
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(VBE) and one or more of its
VBE participants, or between
or among VBE participants
within the same VBE, for the
provision of at least one valuebased activity that is reasonably
designed to achieve at least one
value-based purpose of the VBE
for a target patient population.5
1RWDEO\&06LVFRQVLGHULQJ
whether to exclude compensation
arrangements between physicians
and laboratories; manufacturers,
distributors, and suppliers of
durable medical equipment,
prosthetics, orthotics and supplies
(DMEPOS); pharmaceutical
manufacturers; pharmacy
EHQH¿WPDQDJHUVZKROHVDOHUV
distributors; or health technology
companies from the protection of
the exceptions.6 In addition to the
proposed value-based exceptions,
&06DOVRSURSRVHVWZRDGGLWLRQDO
new exceptions relating to limited
remuneration to a physician of
$3,500 per calendar year, and
cybersecurity technology and
related services.
&06DOVRSURSRVHVYDULRXV
FODUL¿FDWLRQVDQGUHYLVLRQVWR
existing regulatory requirements
DQGGH¿QLWLRQVZLWKLQ6WDUN
including, without limitation,
the “commercially reasonable”
GH¿QLWLRQWKH³YROXPHRUYDOXH´
standard, the “other business
generated” standard, the “fair
PDUNHWYDOXH´GH¿QLWLRQDQG
patient choice and directed
referral requirements. Further,
&06SURSRVHVUHYLVLRQVWRDQG
deletions of, certain regulatory
UHTXLUHPHQWVWKDWLW¿QGV
unnecessary at this time.

AKS and CMP Law
Proposed Rule Overview
The AKS proposed rule creates
new safe harbors for certain
value-based arrangements,
donations of cybersecurity
technology and related services,
DQG$&2EHQH¿FLDU\LQFHQWLYH
programs. The proposed rule
also revises existing AKS safe
harbors for personal services
and management contracts,
warranties, EHR arrangements,
and local transportation. In
addition, the proposed rule would
add a new safe harbor under the
&03ODZIRUFHUWDLQWHOHKHDOWK
WHFKQRORJLHVRϑHUHGWRSDWLHQWV
who receive in-home dialysis.
While the proposed new safe
harbors for cybersecurity
technology and services and
PRGL¿FDWLRQVWRWKHH[LVWLQJ
AKS safe harbor for EHR items

and services closely align with
&06¶SURSRVHG6WDUNUXOH2,*¶V
proposed rules for value-based
arrangements are more restrictive
WKDQ&06¶FRPSDUDEOHSURSRVDOV
GXHWRWKHGLϑHUHQFHVLQVWDWXWRU\
structures and penalties and the
recognition that the AKS, as a
criminal statute, should serve
as a backstop protection for
certain arrangements that may be
permitted under Stark.7
6SHFL¿FDOO\2,*SURSRVHVWKUHH
new value-based safe harbors that
operate similarly to their Stark
counterparts. In addition, OIG is
proposing a new value-based safe
harbor to protect arrangements
for patient engagement and
support to improve quality, health
RXWFRPHVDQGHϒFLHQF\DQGDVDIH
KDUERUWRSURWHFW&06VSRQVRUHG
model arrangements and patient
incentives. OIG also proposes
GH¿QLWLRQVWRSURYLGHFRQWH[WWRWKH
new value-based safe harbors and
while many terms are similar to the
&06SURSRVHGFRXQWHUSDUWVWKHUH
DUHNH\GLϑHUHQFHV)RUH[DPSOH
ZKLOH&06FRQWHPSODWHVH[FOXGLQJ

FHUWDLQHQWLWLHVIURPWKHGH¿QLWLRQ
of a “VBE participant,” OIG does,
in fact, exclude pharmaceutical
manufacturers; manufacturers,
distributors, or suppliers of
DMEPOS; and laboratories from the
meaning of a “VBE participant.”8
,QDGGLWLRQXQOLNH&062,*LV
considering precluding some or
all of the protection under the
proposed value-based safe harbors
for value-based arrangements
between commonly owned entities.9
2,*SURSRVHVYDULRXVPRGL¿FDWLRQV
to safe harbors within the proposed
rule. For example, OIG proposes
modifying the personal services
and management contracts safe
KDUERUDW&)5 G 
by removing the requirements
pertaining to services provided
on a part-time basis and that the
“aggregate” compensation be paid
over the term of the agreement be
set in advance, and by expanding
the safe harbor to apply to protect
certain outcomes-based payments
that meet various requirements.10
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Benkoff Health Law represents health care providers and
entities on a national basis. Examples of providers and
matters we assist with include:

■ Fraud and Abuse: Anti-Kickback Statute,
Stark, and EKRA

■ Physicians: in-office ancillary services, concierge
medicine, telemedicine, wellness services, corporate
practice of medicine, scope of practice, and billing
compliance
■ Contracts: employment agreements, independent
contractor agreements, real estate leases, equipment
leases, and management agreements

■ Corporate: corporate structuring and documents, joint

Dedicated to
the Health
of Your
Business.

ventures, mergers, sales and acquisitions, and private
equity investment and structures

■ Facility Matters: laboratories, pharmacies, surgery
centers, home health agencies, skilled nursing
facilities, substance abuse treatment facilities, and
diagnostic testing facilities

■ Supply Chain: physician organizations, group purchasing
organizations, and purchase and lease agreements

■ Patient Privacy: HIPAA, 42 CFR Part 2, and state
privacy laws

7 W. Square Lake Rd
Bloomfield Hills,
Michigan 48302

(248) 482-2780
rbenkoff@benkofflaw.com
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Conclusion
&06DQG2,*KDYHPDGHH[WHQVLYH
HϑRUWVWRPRGHUQL]H6WDUNWKH$.6
DQG&03ODZVWRHDVHFRPSOLDQFH
burdens and promote value-based
care. These proposed changes will
DϑHFWKRZLQGXVWU\VWDNHKROGHUV
DSSURDFK6WDUNWKH$.6DQG&03
ODZJRLQJIRUZDUGDQGPD\DϑHFW
recent and ongoing court cases.
Interested parties should consider
the impacts of these proposed rules
and comment on issues relevant to
their businesses by December 31,
2019. For additional information
or assistance regarding Stark, the
$.6WKH&03ODZRUWKHSURSRVHG
UXOHVFRQWDFW5HHVD%HQNRϑ(VT
RI%HQNRϑ+HDOWK/DZ3//&DW
(248) 482-2780.
NOTES
1 See Modernizing and Clarifying the Physician
Self-Referral Regulations Proposed Rule
(CMS-1720-P), Centers for Medicare and
Medicaid Fact Sheet, October 9, 2019,
available at: https://www.cms.gov/newsroom/
fact-sheets/modernizing-and-clarifyingphysician-self-referral-regulations-proposedUXOHVHHDOVR++62൶FHRI,QVSHFWRU*HQHUDO
Fact Sheet: Notice of Proposed Rulemaking
2,*$$32FWREHUDYDLODEOH
at: https://oig.hhs.gov/authorities/docs/2019/
CoordinatedCare_FactSheet_October2019.pdf.
 ++63URSRVHV6WDUN/DZDQG$QWL.LFNEDFN
Statute Reforms to Support Value-Based and
Coordinated Care, U.S. Department of Health
& Human Services Press Release, October 9,
2019, available at: https://www.hhs.gov/about/
news/2019/10/09/hhs-proposes-stark-law-antikickback-statute-reforms.html.
3 84 Fed. Reg. 55771-55772 (Oct. 7, 2019).
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Continuing Medical Education Seminar

STATE OF THE ART HEMATOLOGY ONCOLOGY PRACTICES FOR THE INTERNIST
Thursday, Dec. 5, 2019 — 7:30 a.m. –– 2:00 p.m.
COURSE DIRECTOR
Zyad Kafri, MD
Hematology/Oncology Fellowship Program Director
Ascension St. John Hospital, Detroit, MI
- PROGRAM AGENDA MODERN TOOLS FOR INVESTIGATING BREAST MALIGNANCIES: ERA OF DIGITAL TECHNOLOGY
Anthony Hamame, MD
Diagnostic Radiology, Eastpointe Radiologist
Ascension St. John Hospital, Detroit, MI
OPIATE CRISIS: BY STANDARD OR NECESSITY?
Michael Stellini, MD
Clinical Professor, Karmanos Cancer Institute
Wayne State University Detroit, MI
NON-TRADITIONAL INDICATIONS FOR HIPEC SURGERY AND LIVER RESECTION
Richard Berri, MD
Chief of Surgical Oncology, Director of Peritoneal Malignancies Program
Ascension St. John Hospital, Detroit, MI
Attasit Chokechanachaisakul, MD
Director of Minimally Invasive Hepatobilliary and Pancreatic Surgery
Ascension St. John Hospital, Detroit, MI

TOXICITY FROM IMMUNE CHECKPOINT BLOCKADE FOR THE NON-ONCOLOGIST
Bryan Schneider, MD
Associate Professor, Rogel Cancer Center
University of Michigan, Ann Arbor, MI
CAR-T-CELL THERAPY
Dahlia Sano, MD
Assistant Professor, Lymphoma and Multiple Myeloma, Karmanos Cancer Institute
Wayne State University, Detroit, MI
BENIGN HEME CASE DISCUSSIONS:
1. Anemia 2. VTE Blood Cots 3. Anticoagulants and Surgical Clearance
ACCREDITATION
Ascension St. John Hospital is accredited by the Michigan State Medical Society to provide
continuing medical education for physicians.
Ascension St. John Hospital designates this live activity for a maximum of 5.0 AMA PRA Category 1 Credit(s).TM
Physicians should only claim credit commensurate with the extent of their participation in the activity.
Application for CME credit has been ﬁled with the American Academy of Family Physicians.
Determination of credit is pending.
The ACCME is approved by the Board of Nursing as an acceptable provider of continuing education for license renewal or relicensure.

This symposium will be held at Grosse Pointe War Memorial,
32 Lakeshore Dr., Grosse Pointe Farms, Michigan 48236.
Continuing Medical Education: Ascension St. John Hospital
Upcoming Program: 3/26-Radiology seminar, 4/22-Pediatrics seminar, 6/3 Nephrology seminar

For more information contact:
313-343-3877 as these may be subject to change.
www.healtcaremichigan.com/subscribe
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